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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on July 24, 
2007 has been entered. 

2. Applicant's amendment of claims 1, 11, 14 and 18 and cancellation of claims 6- 
10, 12, 13, 19 and 20, filed July 24, 2007, have been received and entered in full. 

3. Claims 1-5, 11 and 14-18 are under examination. 

Claim Rejections - 35 USC § 112, first paragraph - Written Description 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 1-5, 11 and 14-18 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. The claims are broadly drawn to 
any soybean genetically lacking all subunits of p-conglycinin and glycinin and wherein 
the soybean has a total free amino acid content in the seed thereof that is higher than 
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the content in the seeds of any of Fukuyutaka and Tachiyutaka having all subunits of p- 
conglycinin and glycinin, Enrei lacking only A5A4B3 subunit pf glycinin, Kyukei 305 
lacking all subunits of p-conglycinin and EnB1 lacking all subunits of glycinin that are 
cultivated under similar conditions. 

Applicant argues that fact that the subunits were known, the specification and 
claims satisfy the written description requirement because once one knows the 
structure, one can generate a soybean lacking or not expressing those known 
sequences (see page 6, last paragraph to page 7, lines 1-6 of 'Remarks' filed July 24, 
2007).. 

This is not persuasive. The rejection is not based on the fact that the subunits 
were known and is based on the lack of description and possession in the specification 
regarding the broad genus of soybeans having the claimed characteristics. The 
specification only provides an adequate written description for soybean lines QF2F 3 -1, 
QF2F 3 -2 and QF2F 3 -3 (see page 11 and page 12, Table 1). 

See MPEP 2163(1) where it states "[t]o satisfy the written description 
requirement, a patent specification must describe the claimed invention in sufficient 
detail that one skilled in the art can reasonably conclude that the inventor had 
possession of the claimed invention. See, e.g., Moba, B.V. v. Diamond Automation, Inc., 
325 F.3d 1306, 1319, 66 USPQ2d 1429, 1438 (Fed. Cir. 2003); Vas-Cath, Inc. v. 
Mahurkar, 935 F.2d at 1563, 19 USPQ2d at 1116". 

The specification only provides evidence that Applicant was in possession of 
soybean lines QF2F 3 -1, QF2F 3 -2 and QF2F 3 -3 (see page 11 and page 12, Table 1) and 
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not each and every soybean plant having the claimed characteristics as is broadly 
claimed. 

Also see MPEP 2163.02 where it states, "[a]n objective standard for determining 
compliance with the written description requirement is, "does the description clearly 
allow persons of ordinary skill in the art to recognize that he or she invented what is 
claimed." In re Gosteli, 872 F.2d 1008, 1012, 10 USPQ2d 1614, 1618 (Fed. Cir. 1989)". 

In the instant invention, one of ordinary skill in the art would only recognize that 
Applicant has invented has only invented soybean lines QF2F 3 -1, QF2F 3 -2 and QF2F 3 - 
3 (see page 10, Example 1 to page 11). 

MPEP 2163.02 further states, "[u]nder Vas-Cath, Inc. v. Mahurkar, 935 F.2d 
1555, 1563-64, 19 USPQ2d 1111, 1117 (Fed. Cir. 1991), to satisfy the written 
description requirement, an applicant must convey with reasonable clarity to those 
skilled in the art that, as of the filing date sought, he or she was in possession of the 
invention, and that the invention, in that context, is whatever is now claimed". 
In the instant case, Applicant has conveyed with reasonable clarity to those skilled in 
the art that, as of the filing date sought, Applicant was in possession of soybean lines 
QF2F 3 -1, QF2F 3 -2 and QF2F 3 -3 (see page 11 and page 12, Table 1) and not each and 
every soybean plant having the claimed characteristics as is broadly claimed. See Vas- 
Cath Inc. v. Mahurkar 1 991 (CA FC) 1 9 USPQ2d 1111,1115, which teaches that the 
purpose of the written description is for the purpose of warning an innocent purchaser, 
or other person using a machine, of his infringement of the patent; and at the same 
time, of taking from the inventor the means of practicing upon the credulity or the fears 
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of other persons, by pretending that his invention is more than what it really is, or 
different from its ostensible objects, that the patentee is required to distinguish his 
invention in his specification. 

Thus, based on the disclosure of the specification, Applicant has only described 
and shown possession of soybean lines QF2F 3 -1, QF2F 3 -2 and QF2F 3 -3. 

Claim Rejections - 35 USC § 112, first paragraph - Enablement 

Claims 1-5, 11 and 14-18 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for soybean lines QF2F 3 -1, QF2F 3 -2 
and QF2F 3 -3, does not reasonably provide enablement for the broad genus of soybean 
seed having the claimed characteristics. The specification does hot enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the invention commensurate in scope with these claims. 

in re Wands, 858F.2d 731, 8 USPQ2d 1400 (Fed. Cir. 1988) lists eight 
considerations for determining whether or not undue experimentation would be 
necessary to practice an invention. These factors are: the quantity of experimentation 
necessary, the amount of direction or guidance presented, the presence or absence of 
working examples of the invention, the nature of the invention, the state of the prior art, 
the relative skill of those in the art, the predictability or unpredictability of the art, and the 
breadth of the claims. 

The specification fails to provide any guidance for the broad genus of soybean 
seed having total free amino acid content in the seed that is higher than the content of 
other soybean seed with regards to their genetic, morphological and/or physiological 
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characteristics. The specification only provides guidance for soybean lines QF2F 3 -1, 
QF2F 3 -2 and QF2F 3 -3 (see page 1 1 and page 12, Table 1 ). 

The art teaches that the genetic variation among individual progeny of a breeding 
cross allows for the identification of rare and valuable new genotypes but that these new 
genotypes are neither predictable nor incremental in value, but rather the result of 
manifested genetic variation combined with selection methods, environments and the 
actions of the breeder (Kevern, US Patent 5,850,009, column 4, lines 41-46). 

Eby et al (U.S. Patent No. 6,670,530, December 30, 2003) teach, "[t]he cultivars 
which are developed are unpredictable [and] [t]his unpredictability is because the 
breeder's selection occurs in unique environments, with no control at the DNA 
level... and with millions of different possible genetic combinations being generated [thus 
a] breeder of ordinary skill in the art cannot predict the final resulting lines he develops, 
except possibly in a very gross and general fashion" (see column 2, lines 18-27). Thus, 
one of skill in the art would not be able to make and use the claimed invention because 
it is unpredictable to produce the exact same plant even when crossing with the same 
starting material. 

Given the lack of guidance regarding the broad genus of soybean plants that 
have the claimed characteristics, the relative lack of skill of those in the art in developing 
the exact same cultivar even when using the same starting materials, the 
unpredictability of the art in producing the exact same cultivar using the same starting 
materials, and the breadth of the claims, it would require one skilled in the art undue trial 
and error experimentation to make and use the invention as it is broadly claimed. 
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Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

7. Claims 1-5, 11 and 14-18 are rejected under 35 U.S.C. 102(a) as being 
anticipated by Takahashi et al (Planta 217: 577-586, 2003, published online 2 April 
2003). The claims read on any soybean genetically lacking all subunits of p-conglycinin 
and glycinin and wherein the soybean has a total free amino acid content in the seed 
thereof that is higher than the content in the seeds of any of Fukuyutaka and 
Tachiyutaka having all subunits of p-conglycinin and glycinin, Enrei lacking only A5A4B3 
subunit of glycinin, Kyukei 305 lacking all subunits of p-conglycinin and EnB1 lacking all 
subunits of glycinin that are cultivated under similar conditions. 

Takahashi et al disclose a soybean line, namely 'QF2', lacking both p-conglycinin 
and glycinin components (see, for example, page 578, 2 nd column, 'Materials and 
methods'; page 579, Figure 1 and Table 1). 

See In re Thorpe, 227 USPQ 964, 966 (Fed. Cir. 1 985), which teaches that a' 
product-by-process claim may be properly rejectable over prior art teaching the same 
product produced by a different process, if the process of making the product fails to 
distinguish the two products. See In re Best, 195 USPQ 430, 433 (CCPA 1997), which 
teaches that where the prior art product seems to be identical to the claimed product, 
except that the prior art is silent as to a particularly claimed characteristic or property, 
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then the burden shifts to Applicant to provide evidence that the prior art would neither 
anticipate nor render obvious the claimed invention. 

Conclusion 

8. No claims are allowed. 

Contact Information 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Keith 0. Robinson, Ph.D. whose telephone number is 
(571) 272-2918. The examiner can normally be reached Monday - Friday, 7:30 a.m. - 
4:30 p.m. EST. . 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anne Marie Grunberg can be reached at (571) 272-0975. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

1 0. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PA|R only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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September 26, 2007 
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